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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) E3 Claim(s) 1,5,6, 28-37, 41-44, 46-53, 55, 57 and 61-65 is/are pending in the application. 
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a)D All b)D Some * c)D None of: 
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application from the International Bureau (PCT Rule 17.2(a)). 
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Prosecution is reopened in view of a finding of new grounds of rejection: 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to bTpatented and 
the prior art are such that the subject matter as a whole would have been obvious a the tSne toe 
invention was made to a person having ordinary skill in the art to which said subject matter pertains 
Patentability shall not be negatived by the manner in which the invention was made 

Claims 1,5-6, 28-37, 41-44, 46-53, 55, 57, 61-65 are rejected under 35 U.S.C. 
1 03(a) as being unpatentable over: 

crS'l al (19 f 8) 'f A re ;° A rd A as evidenced h ? Wikipediafl]; Dietary Supplement Fact Sheet: 
Calcium[2], of record, and Ask A Scientist: IU(International Unit)[3] . 

In their randomized controlled trial of novel, simple, and well supervised weight reducing diets in 
outpat.ents Summerbell et al (1998) teach a method comprising in combination tea period of 
time as m 1 6 weeks (see the abstract on page 1487) g P 

( a > ad ™ inisterin S ° ne 0r more servm S s of one or more calcium-containing products such as milk 

Sik wtr} s z\ as r' s who,e milk ' m ^m) or «wd n K^tt^ 

fat milk, Wikipedia[4]) and unsweetened yoghurt to obese patients suffering from at least Graded 
22™* a V f e of « J«. ' abo * 25.0, such as greater than 27, and thereby induchg a 
rnetabohc change, such as weight loss (see the abstract on page 1487 andpaee 1488 of Summer1v.ii 
et al; and original claim 3 in the instant application), and P 8 Summerbell 

(b) restricting the obese individuals to a caloric intake below ad lib of about 200 to about 2500 kcal 

oa. and K , in J^^Z^X^^" »* *™ '» ** * 
wherein the individuals lost weight over the. 1 6 weeks (i.e., about 4 months). 
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Jhe mean weight loss for the Milk only group was 1 1.2 kg in 16 weeks. See page 1489 first 
column, first paragraph. Moreover, Table 1 on page 1488 also shows 1 1 obese patients in the Milk 
only group, wherein 2 were males and 9 were females. 

However, Summerbell et al do not explicitly state the amount of calcium per day and do not 
explicitly indicate the number of servings of the dairy products per month. 

Nevertheless, Summerbell et al teach that the Milk only group members were administered onlv 
dt" y ° ShUrt " S ° UrCeS ° f ener8Y eqUiVa ' ent ° f the C ° ntro1 

Given that whole milk has the lowest amount of calcium content as compared to low fat milk and 
plain yoghurt as shown by the Dietary Supplement Fact Sheet: Calcium[2], a conservative estimate 
IS Z C ° n ? ° f t J e , mUk di6t ° f the MUk group administered can be derived 

1 SSI If T J ata A S 4 h0Wn 5 d0W and is S reater than 1484 m S> which is within the claim recited 
limit of at least about 773 mg of calcium per day. ° 

At least 1484 mg of calcium have been administered daily to those obese patients in the Milk onlv 
group , m the teachings of Summerbell et al, and this number was arrived by conve^thVdaSr 
the whole mi lk only supplying the allowed 3.4 MJ(or 816 kcal), since it is known that both low fa 

^^TTS^r^ Wi " ^ m ° re Ca,dUm f ° r l6SS as shown * 

Supplement Fact Sheet. The conversion factors and logic for derivation are as follow: 

i) cow's whole milk has 66 kcal/100 grams (Milk Composition Analysis table, Wikipedia[l]); 
Wi^diam) 6 mi,k iU CaIdUm in 100 gramS (Milk Com P° sition An ^ysis table, 



-275 K r?r T1 by Summerbe11 et al is 34 M J day {i.e., 816 kcal/day since 66 K cal 

Andysi/LbTe! W^jF"" " ^ ^ " * 

iv) 500 IU ' of calcium is at least 500 mg of calcium daily for an adult in UK and UN (Ask A 
Scientist: IU 3 ), thus 120 iu calcium per 100 grams of cow's whole milk in (ii) above constitutes a 
conservative^] estimate of 1 20 mg of calcium in 1 00 grams of whole milk cons ™utes a 
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Therefore, 3.4 M J (816 kcal)/day amount of milk product required by Summerbell et al must have 
at least 1484 mg of calcium per day [816/66 X 120]. This amount of calcium is conservative 
estimate, since the diet is supposed to contain a variable combination of whole milk with yoghurt or 
low fat milk with yoghurt, all variations of which will contain more calcium/gram than whole milk 
alone. Thus, the number is the lowest possible amount of calcium that could have been 
administered to the Milk only group members per day. 



As to the number of servings, it would seem that one of ordinary skill in the art would be able to 
readily envisage at least 3 servings per day, as is being conventional, i.e., breakfast, lunch and 
dinner, since the Milk only group was restricted to milk products only for energy. Thus, at a 
minimum, it would seem that at least 3 servings per day in minimally 28 days or maximally 31 days 
in a month would result in a range of 84 to 93 servings, which range is within the "at least about 57 
servings of dairy per month," recited by the instantly claimed invention. 



It would have been prima facie obvious to one of ordinary skill in the art to apply the milk diet 
taught by Summerbell et al to obese female individuals suffering from at least Grade I obesity, with 
a BMI value of at least about 25.0 in need of losing weight for a period of time, such as about 4 
months, by administering the milk/yoghurt combination diet constituting a total energy level of 3.4 
MJ (or 816 Kcal) per day, since the reference teaches the method as being simple and successful for 
losing weight in 4 months in both obese men and obese women. Moreover, it would have been 
obvious to administer at least about 57 servings of dairy per month absent criticality, because the 
milk diet constituted consuming only dairy products (i.e., milk and yoghurt combination 
noted above) for the entire duration of about 4 months (i.e., 16 weeks). It would have been routine 
experimentation for one of ordinary skill in the art to divide the total energy allotment of the dairy 
products for a day into various portions or at least into three or more portions, as may be 
convenient to the patient and since meals generally are served three times daily, thereby 
constituting more than at least 57 servings per month with the reasonable expectation that the 
patients will lose weight on the milk only diet as taught by the reference. 



As to the claimed calcium-containing foods other than milk, it would be an 
obvious expedient to use them as an alternative to milk in the method of Summerbell et 
al to achieve the beneficial effect of the nutritional value in addition to calcium in these 
foods. 
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[1] Milk in Wikipedia (http://en.wikipedia.org/wikiAVhole_Milk), 
[2] Dietary Supplement Fact Sheet: Calcium, http://dietary- 

supplements.info.nih.gov/factsheets/calcium.asp listed in the PTOL-892 mailed June 21, 2006) 
r 3] Ask A Scientist, http://www.newton.dep.anl.gov/askasci/chem99/chem99135.htm! 

SUiS V - He i! ie . S hT , f ° ti0n ° f the MUk in Wiki P e *a, wherein it is explained that "full 
cow^mUk 6 n US UK> " semi - skimme d" is "reduced fat" or "bw fat" 

ScL^f 1 !?^ nUm , b6r SinCC ' thC " Ask A Sdentist: IU " indicates the Nati °™l Academy of 
sciences - U.S. for calcium corresponds to 800 mg of calcium for adults. Thus using NAS IU will 
give h,gher amount of calcium per same amount of whole milk than using IU for UK 



Claims 1, 5-6, 28-37, 41-44, 47-53, 57, 59-64 are rejected under 35 U.S.C. 112, 
second paragraph, as being indefinite for failing to particularly point out and distinctly 
claim the subject matter which applicant regards as the invention. 

In claims 1 and 61 , the phrase "below ad lib in a range of about 200 to about 
2500 kcal per day" is unclear. On page 9 lines 8-14 applicants disclose the range in the 
context of a reduced caloric intake compared to ad lib. Is the implication here that "ad 
lib" is a caloric intake that can exceed the claimed range? 

No claims allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Edward J. Webman whose telephone number is 571- 
272-0633. The examiner can normally be reached on M-F from 8 AM to 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, J. Richter, can be reached on 571-272-0646. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



